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Minsk Trip Report August 13-19th, 1995

Herman E. Mitchell, Ph.D.
New England Research Institute

This report describes the activities of our trip to Minsk, Belarus during August 13th through
August 19th, 1995. The purpose of this trip was to work closely with Artur Kuvshinnikov on the
design and development of the data management system in support of the BELAM Chernobyl
Thyroid Project. The American group was led by Dr. Herman Mitchell, an epidemiologist from
the New England Research Institute (NERI) in Boston and two of his colleagues; Foss Tighe, a
computer specialist with training in public health and Director of Systems Development at NERI;
and Alon Bodnya, a native Russian-speaking programmer/analyst with considerable experience
in the implementation of large scale epidemiologic investigations. To their credit, both Foss and
Alon had read and virtually memorized the Manual of Operations for the project. When we

began our meetings we were able to begin work immediately with no time lost bringing these
two up to speed.

Parts 2 and 3 of the trip report were written before the group left Minsk and copies were left with
Artur Kuvshinnikov and Michael Orloff. Drs. Michael Orloff and Everett Mincey satinon a
large portion of our meetings and provided considerable assistance in interpreting some of the
clinical and laboratory procedural issues. They bore with us as we plowed through every step of
the Manual of Operations and every question of the study forms.

We took two different approaches to ensuring that all data system issues were covered. First, we
went through the Manual of Operations page-by-page, identifying and then defining the data
management tasks associated with each section of the MOP. Secondly, we went through the
entire data flow and patient flow to assure that each step of the process had a clearly defined task
specification and that it was documented properly in the MOP. As a result of these approaches
we were able to identify areas a few areas of the protocol which were inconsistent with the needs
of the data management system or not defined well enough to unambiguously operationalize.
Part [ of this trip report focuses on the study forms and manual of operations, especially with
regard to potential problems with the data management system. Part 2 of the trip reportis a
detailed accounting of all the tasks required for the study data management system. This task list
includes detailed specifications regarding each programming task, the system design
implications, linkages to other parts of the data and study management system and even details
as to when the programs and study management reports should be run. Part 3 of this tripis a
Russian overview of the data system recommendations and is a companion to the Part 2 task list.
We also worked with Artur on a overall data and patient flow diagram which schematically
presents all the steps of the project. Artur was putting this diagram onto the computer system in
Minsk when we left and we expect to receive a copy this week.

Finally, a fourth part of this report is an addendum describing a meeting that was held for the
Belarussians with Dr. Stozharov regarding the BELAM project.



It should be noted that programming for the BELAM project will soon begin in earnest and all
project personnel (American and Belarussian) should realize that changes to the MOP may well
have dramatic impact on the programming work, database design and the overall logic of the data
flow. Suggested MOP changes should be reviewed by Artur Kuvshinnikov to gauge the impact
of these changes on the data system design and/or work already completed.

This meeting seemed to this author to be a very productive meeting regarding the data system
and study procedures. While I had anticipated that having a Russian speaking programmer along
would facilitate the process, I had no idea how very helpful it would be. In prior meetings, held
during previous trips, a great deal of time was lost trying to translate complex technical concepts
through the Radiation Institute interpreters. Concepts like ‘setting field flags’ and ‘quality
control edits and verification reports’ were long and drawn out, confusing conversations. Mr.
Bodnya who developed his programming and system design skills in Russian was extraordinarily
adept at explaining and translating the most complex technical design and programming issues.
This meeting moved faster and accomplished more than I had ever hoped. Artur paid our group
the best compliment when he summed up at the end of the week by saying that he appreciated the
opportunity to work with this group ‘who knew his job even better than he did.’

Having a strong working group in Minsk (with Foss and Alon) reinforced and clarified one more
issue for me, that being that Artur is a very knowledgeable and capable person to setup and run
the Data Coordinating Center activities. He knows the detail of every aspect of the study very
well - probably better than anyone in Minsk and he thoroughly understands the most complex
issues regarding the study implementation and data collection procedures. ' Again, having Alon

Bodnya and Foss Tighe along allowed us to work at a very high level of sophxstxcanon and Artur
never missed a beat.
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Part 1. Considerations for Forms and Manual Of Operations

This part of the of the Minsk trip report focuses on those issues that were raised during the design
of the data management system which have implications for forms design and the details of the
manual of operations

1. Raion Appointment Reminder Lists

Artur has suggested that communications between the Raions and DCC would be much
improved if Modems were made available to the Raions. The Raions currently have
computer systems and a relatively inexpensive 9600 Baud modem at each Raion would
be permit rapid updates to reminder lists and address changes. Approximately 12-15
modems would be needed to supply all the Raions.

2. Subject ID Labels

It was suggested by the data management working group that study forms should reside
at the various examining stations rather than being pre-labeled and placed in an envelope.
The subjects envelope with contain all labels for study forms (but not specimen labels)
and the study Control Form. At each examining station, the study personnel will remove
a label from the subject’s envelope, label and complete the study form and return this

form the to subject’s envelope. The last paragraph of Section 5.1 of the MOP should be
changed to reflect this modification.

3. Preliminary Summary of Medical Findings and Recommendations Form

This form competed by the endocrinologist at the end of the study visit should indicate
whether the subject is being referred to the clinic (Aksakovchina) for a fine needle biopsy
or for some other reason. If this form indicates that the fine needle biopsy is to be
performed then an edit against the Hospitalization Form can be performed to insure that
the procedure was in fact completed and a diagnosis returned. Apparently there a number

of reasons in addition to the fine needle biopsy that the child could be referred to the
clinic.



4. Locator Form

As indicated by paragraph 2, Section 5.1, the Locator Form will be employed to capture
information regarding the child’s home polyclinic. This information will be used to send
the above Preliminary Summary Form to the polyclinic. This form does not contain a

space requesting the home polyclinic name and address. It should be modified to collect
this information.

The locator form will have the current name and address information as verified by the
registrar. Except for the Summary of Medical Findings which will be sent to the

polyclinic, it seems unnecessary to repeat this information on other forms - it will only
get into the database from the locator form.

S. Hospitalization Form

This form should indicate that a biopsy was performed. Dr. Orloff stated that children
could be referred to the hospital for reasons other than a biopsy.

[f the results from the fine needle biopsy are ambiguous, a second biopsy will be
performed, but only one (the final) Hospitalization Form will be entered. Each week the
DCC will prepare an alphabetized list of subjects of all patients referred to the clinic, so
that the clinic registrar will know who to expect for a study visit.

Michael Orloff suggested that the Hospitalization Form should include the signature of
the person making the diagnosis and it should also contain a space for the chief '
endocrinologist sign off on the form.

When a referral to the clinic at Aksakovchina is made, the dispensary Regista: +ill
prepare an envelope for the subject which includes a referral card (with official staw:p), a
Hospitalization Form with subject ID applied, and two additional subject ID labels. If the
appointment at the clinic is within the next week the Registrar will give the envelope to
the family to take to the clinic. If the appointment is further away than a week, the

Registrar will give the family the referral card and send the envelope to the clinic
Registrar.

6. Adverse Events Form

It was suggested that adverse events be spread across the appropriate study forms rather
than being a separate form. In other words the Blood Specimen Collection form would

have space for adverse events related to that procedure, similarly with the
* ultrasonography, etc.



7. Initial Abstract Form

Section 3.4 of the MOP states that this form will be employed to gather addresses
subsequent to 26 April 1986. However, the form does not provide space for the
collection of this information. Also in this Section (3.4) of the MOP (top of page 3-5) the
second to last paragraph of the section indicates that “Organizational responsibility for
this work will be assumed by the data coordinating Center.” Artur would like to have
that read “...be assumed by the Epidemiology Group and the data coordinating center.”

The Initial Abstract Form should include a question to indicate the disposition of the
initial search, e.g., suggestions from the working group include:

“Address found and letter sent”
“Person located, but has left the country”
“Person not found, after ___months”

8. Thyroid Examination Form

This same form is completed by both the endocrinologist and the ultrasonographer;
therefore, it should indicate which person filled out the form. This will permit differences
to be examined and completeness of data collection to be verified.

9. Laboratory Procedures (Forms and Labels for Specimens)

Forms for urine collection and blood draw will be kept at the collection site. Also, a set
of labels for the specimens will be with these forms. The lab tech will take the next
available row of foil-back specimen labels and put one on the collection form along side
the subject ID label. This procedure will establish the link between the subject’s ID and
the specimen ID. The remaining specimen ID labels will be attached first to the larger
urine collection tube, then to the aliquotted specimen tubes. The same procedure will be
followed for the blood draw. Namely, the phlebotomist will put the subject’s ID label on
the blood collection form and along side it will be placed the unique specimen ID label.
The remaining foil-back blood specimen labels will be placed on the aliquotted tubes.

10. Urine Collection

It is stated in Section 6.1 of the MOP that 80-100 urine specimens will be collected per
Raion. In order for the data management system to select the appropriate number and
timing for urine collection subjects a procedure must be defined. Since this selection is
based upon current Raion, not the Raion of initial exposure from the dosimetry database,
it is not clear exactly how to randomly select the subject for the urine specimens. It was
made clear to the working group that the Raions will vary widely in terms of the numbers
of subject that they contribute to the study. In fact some may contribute only 80 or 100
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subjects. It is possible to ‘front load’ the selection of subjects for urine specimens which
will ease this problem but a scheme needs to be defined so that the data system can
indicate which subjects are to have urine specimens collected.

In the laboratory, the lab tech will scan one tube into the laboratory computer to establish
the work-load list. The software for printing these lists will be purchased by Dr. Mincey.

There seems to be some confusion as to what ‘date of processing’ means on the urine
collection form.

11. Blood Collection

The lab tech will scan the one tube that will be placed into long term refrigeration to
establish the work load list. The other two tubes will be used for immediate analysis.
The results of the analyses by work load list (for both urine and bloods) will be
transferred as a group via diskette to the dispensary computer system. The dispensary
computer system will link subject IDs with the specimen IDs and will print all lab results

for the endocrinologist’s Final Summary of Medical Findings and Recommendations
Form.

12. Control Form

This form should permit a not applicable ‘n/a’ response to the Urine Collection question,

rather than just yes and no. The registrar should check the n/a box when the subject is not
selected for urine collection.

13. Final Summary of Medical Findings and Recommendations Form

Dr. Mincey suggests that section 3 be swapped with section 4. In other words the
medicine recommendations should come before the ‘Recommendations’ section’. Dr.
Mincey also questioned why the endocrinologist would be making the diagnosis of
‘Nonneoplastic vs. neoplastic’ nodes without the pathology report - shouldn’t this be
made after the path report is returned. Section 7 of the MOP states that this form is
completed before any biopsy or pathology results are available.

Section III of this form should indicate if a referral to Aksakovchina has already been
made or if a new referral is needed.

A suggestion was made (after discussion by Michael Orloff, Artur Kuvshinnikov and
Everett Mincey) that maybe we could include more data on the Final Summary of

Medical Findings and Recommendations Form so that it would be more helpful to the
polyclinic.
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Part 2. Programming Tasks Outline:

(This report was prepared in Minsk and left with Artur Kuvshinnikov. It is expected that
it will form the basis for the Data Management Manual of Operations.)

During the period of August 14th to 18th, 1995 meetings were held at the Belarus
Institute of Radiation Medicine, in the offices of the BELAM Data Coordinating Center
(DCC) to review, discuss, and develop the data management system for the project.
Attending this meeting from the Institute of Radiation Medicine were Mr. Arthur
Kuvshinnov and Miss Nadya Lesnikova; from the United States, Dr. Herman Mitchell,
Mr. Foss Tighe and Mr. Alon Bodnya. During the course of the week the authors of this
report had the advantage of input and consultation from Dr. Michael Orlov, and Dr.
Everett Mincey both of whom were present during the vast majority of the meetings.
Their expert assistance in providing background rationale for a number of complicated
laboratory and protocol issues was much appreciated and immensely helpful.

As a result of this meeting several documents have been produced, the purpose of this
particular document is to describe the major programming tasks of the BELAM Project.
Each task has a title, brief description and an indication of the frequency that the program
is to be utilized during the study. Certainly, there are many ways to design a data
management system for a study of this size and complexity, and the authors of this
document do not mean to imply that this list of tasks and programming modules is either
the only approach, nor is it necessarily exhaustive. There are a number of details missing
from this list which were discussed during our meetings and were felt to be necessary, yet
minor components, which did not need to be detailed in this document.

For the most part, the programming tasks which are detailed below are in the order that
they are needed for the implementation of the project.

1) Create Cohort Table:
Once at start of study

This 15,000 record table will be electronically created by copying selected records
from the Dosimetry data base. Records could be flagged for selection by the Dosimetry
Group based on the eligibility criteria. This table should capture the original data from the
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Dosimetry table, it should also include a study ID field, and fields necessary to
accommodate the information within the Initial Cohort Form. Additional fields will also
be needed as flags. At least two randomization fields will be created. These fields will be
filled with a random value between 0-1 in .#### format when the record is originally
created. One will be used for Batching of EPI tracking and appointment scheduling, while
the second wiil be used for Urine test selection. A current clinic field will be initialized to
a code that represents the Dispensary.

At this same time a VISITS table should be created that contains one record for each
record in the Cohort table. This record should include an visit indicator field that should
be set to a value that means “baseline”. Additional fields will include appointment date,
time, confirmation status, actual visit date and time, as well as various status fields for
each of the study forms due at the various visits. It will also include a Visit Status field
which is initialized to 0, as well as an appointment location field.

2) Assign EPI Initial Cohort Tracking Batch
As Needed by EPI group

This program will be used to break down the original 15,000 records into more
manageable batches for the EPI group to investigate. As tracking skills, techniques etc are
likely to change over time it is best not start with a particular exposure group, or region.
The DCC and EPI group will decide on a reasonable size batch, and this program will use
the EPI tracking Random number in the Cohort table to sort the table. This program will
then assign the next highest EPI Initial Cohort Tracking number to the number of subjects
requested to the Cohort records that have no batch number yet.

3) List Cohort by Raion
As Needed by EPI

This program will prompt for a Cohort Tracking Batch number, then produce
printouts, by Raion, for each subject in the Batch. Listing will include ID, Name, Address
at time of Accident, and DOB. This list will be forwarded by EPI to the Raions for
obtaining address and other Initial Cohort Form data.
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4) List Cohort by Last name with possible electronic matches
As Needed by EPI (Options 3 & 4 should generally be run together)

This program will prompt for a Cohort Tracking Batch number, then produce a
printout by Last name, showing the ID, name, address at time of accident, DOB. It will
also show any possible matches from the WHO, Dispensary or Minsk Phone Number
data base, any possible matches by Last name, first name, and DOB. If only the first
initial of the first name is available, all matching first initial will be included in the
possible match list. These possible matches will show whatever information in these data

bases that might be helpful to EPI in locating and confirming the correct identify and
address of this subject.

5) Data Entry of Initial Cohort Form

This program is used on an ongoing basis

This program will be used by the EPI group (or perhaps DCC) to enter Initial
Cohort forms into the system. Though ideally all fields will be completed on this form, it
will be possible to enter this form when only an address has become available, the subject
has died, or moved out of the country. Depending on the source of the information the
EPI group may be able to complete the entire form, or may find it easier to just entera
current address and seck out the medical history and interim address information at a later
time. This program will require a complete address. Once the form is entered the program
will update some Cohort Table flags. If the address is entered and no death information is

entered, a Cohort Table status flag will be set from 0 to 1, indicating that this subject can
now be scheduled.

Based on what data is entered during this step, flags in COHORT, I_COHORT_MED and
I_COHORT_ADDR should be set to indicate if the medical and address history portions
of the Initial Cohort forms have been entered. (Reminder reports will need to be

developed for EPI to ensure that this data is eventually collected and entered - no task is
included in this outline for this purpose).

6) Assign Appointment Scheduling Batch Number:

Once per month for a month at least 2 months away

The program will ask for a month starting date, examining clinic code, and the
number of subjects that can be scheduled per day. (Days may need to be broken down
into 2 hour time blocks for this program). This program will scan the Visit table for
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records that have a corresponding Cohort Status =1 (meaning the subject can be
scheduled), Cohort current examining center matching the selected examining center.
These records will then be sorted by the EPI Appointment Random number in the Cohort
table. The program will also figure the highest Appointment Batch number currently on

file in the Cohort table, and display the next highest number as the batch number to
assign.

The program will then figure out how many screening days are available in the month
indicated by the start date. (The system may need to reference a holiday table to ensure
that holidays are not counted as possible screening days). If the number of patients that
can be scheduled exceeds the number of schedulable cohort records a warning should be
displayed. (Maybe program should allow adjustment in patients per day at this point).

The program should then proceed through the Cohort VISIT records as ordered by the
random number and assign appointments dates and times to each record. (Times should
be assigned in 2 hour blocks 8-10, 10-12 and 12-2. The number assigned to each block
should be Visits/day divided by 3. Code will have to make sure rounding errors are
handled properly.) Replace the COHORT Appointment Batch number with a Batch
number calculated above. The Visit Appointment Status field should be set to 1
(indicating the record is in the scheduling phase).

Lastly a new record will be added to a BATCH table. This table will include the batch
number, date batch number was assigned, screening site that it was assigned to, number
of visit records that were given appointments. These fields will be filled immediately.
Additional fields will mclude date of Ministry letter, date of scheduling letter, date of

non-response list, date of no show list, and possibly counts of Baselme visits, confirmed
appointments and actual visits.

NOTE: Some additional modifications would be needed to make this program work for
the follow-up visits as well. The original scan would be for visit records pertaining to
baseline visits or visits where the start date was less than or equal to the start of the visit
window. The visit window (as defined by two date fields in VISITS), and the visit

scheduling status was 0. Follow up visit records should be added to VISITS after each
visit occurs. (See task 21)

7) Print Labels for Minister of Health Letter
Once per month for batch that is at least 2 months away

This program will prompt for an appointment batch number (possibly a pick list
from the BATCH table). Then the program will scan the Cohort table for records that
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match that Appointment Batch number. The program will then produce mailing labels or
print envelopes for all records that have not had a baseline visit (either a flag in COHORT
or a check into VISITS). This last rule will enable the same program to be used for
follow-up visits - assuming that we don’t want the ministry letter to go out prior to

scheduling follow-ups. Lastly the program will fill in the Minster letter date field in the
BATCH table.

8) Appointment Letters

Run one week afier step 7

This program will prompt for a Appointment Scheduling Batch number (picklist
from BATCH table). Then it will produce a custom letter to each of the Subjects where
the current Appointment Batch number in the COHORT table matches the selected
number. Custom letter might be done by creating a Word Mail Merge file or data base
application can create letter itself. Letter will include name, address of subject. The text is
yet to be determined, but it will explain the enclosed post care, and instructions. The
letter will include three appointment dates. The subject will be encouraged to attend the
- first choice. This will be date and time stored in the VISITS table. A temporary table
should be created that includes all the examine center dates during the target month
(again excluding any holidays). Then it should be sorted by date. For each subject their
primary appointment date should be located in this table. The first alternative date should
be seven dates after their primary date. If the end of the file is reached, counting should
resume at the first date in the month. The second alternative date should be seven dates
prior to the primary date. Again if the beginning of the table is reached, counting should
resume at the end of the table. Lastly, the times of both alternative dates should be fixed
as 8:00 AM. These dates do not have to be stored because they can be mechanically
figured based on the primary date. This will also ensure three evenly distributed dates
within the month, and second and third alternatives will be evenly distributed on all days.

Lastly the program will fill in the Appointment Scheduling date field in the BATCH
table.

9) Appointment Return Post Cards:
Run at the same time as task 8

This option is almost identical to the step 8. However the product is a post card.
No update of the BATCH table is needed.
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10) Appointment Entry/Cohort Update
Ongoing as needed by EPI and DCC

This data entry routine should prompt for an ID (bar code scanning). Then the
screen should display the primary appointment date and time from VISITS table (once
past baseline, this program will have to scan VISITS for the record with the scheduling
status of 1 or 2. If an alternative appointment was indicated on the card, or by call in to
EPI, that date should be entered over the default primary date and time. Lastly, the screen
should display a data entry screen for any Cohort information that might be received on
the Appointment post card, including spelling of name, address, and phone number. After
user confirmation the VISITS status flag will be set to 2 to indicate a confirmed
appointment.

11) Appointment Reminder Letters
Weekly (Wednesdays) for appointments the following week.

This program will produce reminded letters for appointments coming up next
week. This program will prompt for a examining location and a date range (it should
defauit to the following Monday thru the following Friday). The program will scan
VISITS for the confirmed appointments in the desired date range and at the desired
examining center. This program will either print letters directly or produce a mail merge
file for use in Word for Windows.

12) Raion Appointment Reminder Lists:
Weekly like task 11

This program is similar to task 11, but it produces a list by Raion of subjects with
appointments. It will include ID, Name, address, phone and date and time of
appointment. It will be given to EPI, who will forward it to Raion by appropriate method.

13) Registration Log:

Once per week, one week prior to target week

The program will prompt for a date range, sort order and examining site. This
program will allow registration logs to be printed in several forms. The sort order will be
last name or by appointment. Both orders will include both confirmed and non-confirmed
appointments. In the name ordered option non-confirmed appointments will be marked
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with an astrict in the appointment order, the non-confirmed should be at the end of the
day. The log should show the ID, name, address, date and time of appointment, and if
appropriate a flag to indicate that the urine should be collected on the subject.

- . Urine collection status is determined by checking the RAION table for the subjects

Raion. If the value stored in Urine Percent field is < or equal to the subjects Urine
Randomization field in the Cohort table and this is the baseline visit, the VISITS urine

status form is set to a code that indicates the form is expected, and the flag is printed on
the registration form.

14) Subject ID labels:

Once per week, one week prior to target week

This program prompts for a date range, and examining site. This program will
print bar coded labels for subjects who have confirmed or non-confirmed appointments in

the desired range and the COHORT current examining site equals the selected examining
site. '

A fixed number of bar code labels will be printed for each ID. To allow all forms, Control
form, envelope, and possible referral forms (4) to have a label. The label will include the
ID, name, and visit indicator (#) as well as a bar code of the subject ID.

15) Specimen Labels:
Additional labels printed as needed.

This program will print generic specimen labels. The highest specimen label
number should be stored in a data base so each time this program is run, it knows to start
at the next highest number. Bar coded specimen labels will be printed on foil back labels
The Label will be in a YYXXXXX format, where YY is the last two digits of the year,

and XXXXX is a sequential number. The program should prompt for 2 number of IDs
desired.

For each id, one row of 6 identical labels will be printed. After each row the sequential
number XXXXX should be stored back to a data base so if printing fails, restarting the
program will begin with the next number.
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Because of the year portion of the label format, the counter stored in the database will
have to be reset on the first of each year prior to printing any specimen labels. These
labels will be given to the specimen collectors at the examining sites to use as needed.

16) Clinical Unit Referral Lists:
Run Weekly

This program will produce an alphabetical list, by last name, of all subjects that
have been referred for follow up at the clinical unit. The program will scan for
Preliminary Results and Final results forms where a referral was indicated and no
hospitalization form is on file yet. This list will include ID, name, date of screening exam,
address and phone if available. It will be sent to the clinical unit.

If at a later date, additional hospitals are certified as providing study referrals, the

Findings forms will have to be altered accordingly, and this program will have to prompt
for a specific Clinic Unit or Hospital.

17) Non-Response List:

Run Monthly - Mid month for batch correspondmg to appointments during the
- previous month.

This list will provide a list of all subjects who were sent an appointment letter, but
never responded. The program will prompt for a Appointment Scheduling Batch number
(from a pick list based on BATCH table). The program will scan cohort table for
matching Appointment Scheduling batch number, and if any VISITS record has a VISIT
status flag of 1, then it should be included in the report. The report should include ID,

name, address, phone, visit for which subject was non-responswe, and batch indicator. It
should be optionally sorted by Last Name or Raion.

Once complete the program should prompt user for confirmation that the print run
worked OK. If so, the program should set all the VISIT statuses to 11 (indicating non-

response), and the BATCH table Non-Response List date should be set to the current
date. .

List is delivered to EPI for Follow up. -
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18) No Show Report:

Run Monthly - Mid month for batch corresponding to appointments during the
previous month.

This report will prompt for a Appointment Scheduling batch number (picklist
from BATCH table). It will scan VISITS for records with the Visit Status field equal to 2,
and a corresponding COHORT appointment scheduling batch number matching the
desired number. This list will be sorted by last name or Raion. It will include ID, name,
address, phone if available, appointment date missed.

Once complete the program should prompt the user for confirmation that the prini run
worked OK. If so the program should set all the VISIT statuses to 12 (indicating No
show). and the BATCH table No Show List date should be set to the current date.

The list is then delivered to EPI for investigation.

19) EPI Follow-up Data Entry:
Used by EPI and DCC as needed.

This program will prompt for an ID number. Then is will display the current
status of the subject (checking both COHORT status and VISITS. visit status fields. ) The
operator will have the option of entering a new address for the subject and/or changing
the status. The options include: Setting subject back to schedulable. COHORT Status=1,
and most current visit record status to 0. Or-indicating subject moved out of country (set
COHORT STATUS to 13 and visit status to 13. Or indicating the subject has refused, set
COHORT status to 14 and VISIT status to 14, Or indicating subject has died, set
COHORT and VISIT status to 15.

Lastly, no matter what the change the system should prompt for a comment that gets
stored in a comment table associated with the ID.

If a subject is set to schedulable, the COHORT Cycles field should be incremented by 1.
To indicate that one scheduling cycle has been completed without success but another
will soon be attempted. The cycles field should be displayed on the DE screen described
above as information only.
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20) Data Entry of Control Form:

As soon as possible after screening

This form will be like other data entry routines, however it will play an important
role. Control forms should be entered as quickly as possible after a visit. Entry of a
control form will be used to determine if a subject is no-show. Once a control form is
entered, it will update the VISIT table status field to 3 (visit conducted). Entry of this .
form should also fill in the actual visit date and in time in the VISITS table.

21) Data Entry of Summary & Final Results:

As soon as possible after form completion

These forms will be like other data entry routines, however it will be play several
important roles. Entry of this form will have a couple special functions. If this form |
indicates that there was a referral to the Clinical Unit, the VISIT status flag for the
Hospitalization forms will be set to a status indicating that the form is expected. Entry of
this form will also mean that the subject will appear in the weekly Clinical Unit lists
(Task # 16). Lastly the Final form has a very important task it should create the next
record in the VISITS table for this subject. If the recommendation was for a six month
Follow up, a new record should be added to visits with the next highest number, and
having a window that is 6 months form the current visit (plus or minus one month).

Otherwise a new record should be added with a window 12 months from the current visit
date (plus or minus one month). '

22) Merge Central Lab Data:

Done weekly or as new data becomes available from central lab

This program will read a diskette from the central lab into the Examining center
computer. The specimen IDs will be cross referenced with blood and urine coilection
forms to figure the subject ID for each test resuit. Records will be added to the 1aboratory
results tables. Results will not be accepted for visits that do not have a VISIT status of 3.
(Controlled by data entry of Control form).

23) Print Central Lab Results for Endocrinology Review
Run after task 22.

This program will scan the central lab data for new complete records. If all lab
results are in (or have missing values), VISIT urine collection form status will be checked
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to determine if the urine results are expected for this subject. Then output should be

produced. It will include a list of all IDS, names, with all lab values for review by the
Endocrinologist.

Output is given to Endocrinologist for review and production of Final Summary of
Medical Findings and Recommendations form.

24) Print Central Lab Resuits for individual File
Run after task 22.

This program will scan the central lab data for new complete records. If all lab
results are in (or have missing values), VISIT urine collection form status will be checked
to determine if the urine results are expected for this subject. Then output should be
produced. It will include ID, name, and all lab values for a particular study patient.

Output is placed in individual patient file and possibly sent to the Polyclinic along with
final results summary.

25) Final Results Summary Referrals:
Run Monthly.

This program will Scan the final results summary forms for subjects that had
referrals to the clinical unit on the Final report, but did not have a referral on the
Preliminary report.

This list will be brought to the attention of EPI and Clinical staff to ensure that
appointments are made for the necessary Follow up.

26) Data Entry of Other Forms:

As soon as possible after form completed

All study forms will need data entry routines. Some will require special update
steps. For instance the Hospital Form data entry will check the question on fine needle
biopsy, if this is Yes, then it will change the status flag in Visits to the Fine Needle
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biopsy and Anatomical Pathology form status flag in Visits to a status that indicates that
the form is now expected.

In addition all data entry routines should update a status field in VISITS to indicate that
the particular form has been entered (It might be nice to distinguish between entered with
pending edits, and entered and all data complete.)

27) Reports:
As needed

There are wide range of reports that might be useful in this system:

Visits Conducted in a given time period

Visits Conducted in relation to their Visit Windows

Visits with no-show or non-response status (by Raion?)

Subjects Dead, Refused

Total Urine Results by Raion

Forms by status (Expected, complete, Missing) by visit, time frame, etc.
Batch summaries showing no show rates, non-response rates

Cohort Records Schedulable

Sample Table Structures:

The outline below does not represent the complete number of tables, or fields within
tables. Its main goal is to provide some description of the fields that would be needed to
operationalize the programming tasks listed above. Table names and fields names listed
here are just suggestions and should be altered to make them meaningful to the Belam
programming and data management team.

COHORT Table:

One record for each of the 15,000 subject selected from the Dosimetry data base. Created
all at one time.

ID Character 7
FNAME Subject First Name
LNANE Subject Last Name
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MNAME Middle Name ‘

ADDRESS (Fields to hold address at time of accxdent)

CURR_ADDRESS (Fields to hold current address)
* Updated by Initial cohort form, locator forms
and Tasks 10 & 19)

RAION Raion at time of accident

STATUS Numeric 2 Status Flag
0=Pending EPI Search/Entry of Init. Cohort Form

1=Address found ready for scheduling

13=Moved out of country .
14=Refused
14=Died

URINE_RAND N 3 Random number 0-1 initialized at time of creation
of cohort record. Used for picking whether to do a
Urine Test

EPI_APPT RAND N 3 Random number 0-1 initialized at time of creation
of cohort record.Used for batching names to EPI for
Initial cohort form, and for creating Batches of

subjects for scheduling.
BL_COMP N 1 Flag indicating if the subject has attended the
' the baseline visit.
I COHORT MED N 1 Flag indicating if the Initial Cohort medical
data has been competed

[ COHORT_ ADD N 1 Flag indicating if the Address history information
. portion of the Initial Cohort Forms has been
Completed.
Other fields to accommodate initial Cohort form date (except address history and death)

VISITS Table

One record for each Subject Visit (adding only one visit at a time). Baseline Visit is
created when COHORT table created. After entry of Final Results form, follow-up visit
record is added to table with appropriate visit window.

ID .

VISIT N 2 0=Baseline, 1 = 1st Followup, 2 = 2nd Followup etc
START_WIN Date Start of study visit window (Blank or baseline)
END_WIN Date End of study visit window (blank for baseline)
VISIT_DATE Date Date of actual study visit

VISIT_TIME C 7 Time of actual study visit

APPT_DATE D Primary/Actual Appointment date
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APPT_TIME

Time of Primary/Actual Appointment time
STATUS

0 = Not in scheduling phase yet
1 = Batch in Scheduling Phase (letters being sent)
2 = Appointment Confirmed
3 = Visit Occurred
11=Non-Response
12=No show
13 = Moved to another country
14 = Refused
15 =Died
LOC_STAT C 1 Status of locator form
? = Expected not entered yet
P = Entered, edits still pending
C = Complete all edits resolved
M = Missing
N=NA
INT_STAT C 1 Status of Interview form
: ? = Expected not entered yet
P = Entered, edits still pending
"~ C=Complete all edits resolved
M = Missing
N=NA
URI_STAT C 1 Status of Urine Collection form
? = Expected not entered yet
P = Entered, edits still pending
C = Complete all edits resolved
M = Missing
N=NA
BLD_STAT C 1 Status of blood collection form
? = Expected not entered yet
P = Entered, edits still pending
C = Complete all edits resolved
M = Missing
N=NA
CNT_STAT Status of central lab data

Z0
(SR

etc for each form possible due at a visit. Initial values for these fields should be set when
the data entry person first enters any visit data (usually the first form is the control form).
At this time the status of each form should be set to ? (expected) or N (NA). Some fields
will have their status changed form NA to ? based on the data entry of other forms.
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BATCH Table

One record for each Appointment Scheduling Batch.

BATCH N ' Batch Number

EXAM_SITE N Code for examination site

BATCH_DATE Date Date Batch Number assigned

BATCH_COUNT N 3 Number of subjects in Batch :

MIN_DATE Date Date labels generated for Health Minister Letter
APPT DATE Date  Date Appointment Letters generated
NONR_DATE Date Date Non-respondent list generated

NOS_DATE Date Date No -show list generated

BASE_COUNT N 3 Number of baseline Visits in Batch ‘
CONF_COUNT N 3 Number of subject confirming a baseline visit date
VISIT_COUNT N 3 Number of subjects attending visit

RAION Table:

RAION ” Raion ID Code ~

URI_PERCENT N 3 Percent of subjects form this Raion that need to be
selected in order to get 100 subjects from that Raion once !4 the subjects have had the
baseline visit.. This is calculated at study start, adjusted periodically. A proposed method
would be to use the initial 15,000 records and count how many where located in each

~ Raion at the time of the accident. If a Raion had 1000 subjects at the time of the accident
then the percentage would be 100/(1000/2) = .20. that would result in 20% of the subjects
form that Raion being selected for urine collection. The totals tested would have to be
carefully monitored such that when it reached 100, the percentage would then be set to 0
so that no additional subjects would be selected from that Raion. Manual adjustments to
this fields field might be necessary to Raions where there has been substantial emigration
since the accident, to ensure that the desired number is reached. Creation of this table
should probably be done as part of task 1.

HOLIDAY Table:

One record for each holiday each year where the Examination Site is closed.

HOLIDAY Date Date of a examining centers holidays
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Mihsk Trip Report
August 13-19, 1995

Herman E. Mitchell, Ph.D., Foss Tighe, Alon Bodnya

Part 3: Russian Overview of Data Management System Recommendations -
Alon Bodnya

PesynsTaThl B BhIBOABI BH3HTA paGoveii rpymms! NporpaMMHCTOR/RHATHTHKOB

CHIA oo nposkty BEJIAM.

1. CornacoBaHH COCTaB H PacNIOJIOXCHHE KOMILIOTCPHOINO 0GOpYIOBaHHA.
PaccMOTpeHE! BONMPOCH 0 KOH(QHIYpauHH JO3HMETPHYECKOIO KOMIbIOTEpa K
MpOKJIafike JIMHMM CBI3H Mexny jucnancepoM H LK. IIpunsro pemenue o ssone
HaHHHIX ¢ hopM 3amoNHeHHBIX B xHHMKe B LIK]I. Dmunemuonorudeckas rpymnmna
OTBETCTBEHHA 32 BBOA JAaHHBIX ¢ Popmu Hcxomioit uHpopmamun. LenTpantsHas

- 7aGopaTopHa NepechUlacT NaHHHE (Ha OMCKETax) B JHCIIAHCCPHLIA KOMILIOTED IS
nocienywomeit nepecsuiku B LIKII.

2. ITpennoxeHo BHECTH HIMEHEHHS B ITPOTOKON HccienosaHHs (CymecTBeHHLIE B ITIaBhl
3 u 4), xacaioumecs Bu6opa 15000 noTeHIMaNbHBIX KaHTHAATOB obcenoBaHus
(BMecTe C NO3HMETPHYCCKO# IPYIIIOi), METONA PACCLUIKM ITHCEM H KapTOUKH
perucrpaimi. OnpenesneHn GyHKIMH SNMHAESMHONOIHYECKOH IPYINILL MO
OOHapyXeHMIO anpeca MPOXuBaHud Acreil. [IpunsaTo pemenne o Meroxe cGopa
DacnoprHo#t HHGOpMalUHH MaLMEHTa, e PEIrHCTPalHH U ydera B ACY (pemeHo uTo
GymyT HcTionb30BaHE Heckonbko Bas Mamubix IMepsrunoft MadopMamiy, Taxkne xax
Bl I'aspwmuna, BII WHO, BJI aucnancepa, BJI MBJI ura.). Taxe onpeneneHnt
3Ha4YeHHe H MyTH LHpKynsuuH Popmut HexonHoi HHpopMammu MeXTy
Smupemuonorudeckoit rpyrmoit 1 LK, cornacoBaHus OaTH BH3HTA H BHICHUIKH
npurnamexus Ha obcnenosanne. IIKIl Takxe HeceT OTBETCTBEHOCTH M0 NEYaTaHHIO
OTUETOB O HEHAMNCHHBLIX MAUMEHTaX, NAIMEHTaX He MPHCABIINX KapTOUKY
perucrpamuu B K], ymepmmx wiM OTKa3zaBIIMXCS OT YYacTHS B HCCICIOBAaHHH

narmenToB. OT60Op NalMeHTOB IS BU3HMTA Ha Cledylonmit Mecsnx Gyner MpOHCXOmHTD
B IaKCTHOM PEXHME.

Pa3pa6orain anropHTMH No ciTyyaitoMy BeIGOpPY 3-X BO3MOXHEIX NaT BH3HTa

- MAlMeHTa B QHCNAHCEP M Ha3HAYEHHIO aHATH3a MOYM Y3KO# rpyrme oGcenyeMbix.
IIponenax nesaft PerucrpaimonHoro XypHana # 3-X COMPOBOXIAIONIHX €0
orderos. PemieHo nmpHBiieys paiioHHbIE MOMTHKJIHHHMKH B MIOHCK aApeca MalMEeHTOB M

HaITOMHHAaHMA UM O OHe HasHayeHHoro su3uTa (LIIK oTBercrBeHeH 3a nmevats 2-X
COOTBECTBYIOIHX OTYETOB).

3. Oruxerxu (Labels) 6ynyr neuararbcs B UK. Haentuduxaumonnsiit Homep (MH)
Gymer HasHa4eH mNpH BHIGOpe HCXOAHOM rpyribl nauMenToB (15000) u BKIIOYEH B
Perucrpaimonnyo xaprouxy u ®opmy Hcxomxo# uHdopmaimu. OHa 3THKETKA
Takxe Gyner neyararscs B PerucrpaunontHoM Xyprane. ITaker

HH-aruxerok (20 WTYK ane naipeHTa) BHICHUIAETCS B TUCIIAHCED 3a HENENIo KO
Ha3Ha4YeHHOIo (HIH NpeAnoIoraeMoro) AHs BH3WTA. -



Perucrpaumonnas MececTpa HCMOMb3yer 2 ITHKETKH VIS OTMETKH B
Perucrpamontom XypHane v 0603Ha9eHMH KOHBEpTA. DtuKerxu, KoHTponsHas
®opma u Locator-Popma SRNKNOTCE IEPBOHAYATHHEIM CONCpXHMBIM mnakera. (Yro
TpeGyeT BHECCHHS H3MCHEHMIt B POTOKON - [71aBa 5).

LIKII Taxxe nedaraer na6opaTopHbe STHKETKH (10 6 OMMHAKOBBIX) VIS CTaHIHil
3a6opa KpOBH H MOYH.

[IaTh aTHKETOK HCMOML3yl0TCH IpH 3aGope xpdnu (1 o2 dopmet, 1 wia

BaKyreifHepa, 3 wis Tpo6HPOK) H HETHIPE ITHKETKH (C APYTHM HOMEPOM) - WL
3a6opa Moun.

CymectrseHHO pacmMpeHst 0633aHHOCTH MECCCTPH PErMCTPaTypH MO NOArOTOBKE
naxera ¢opM, HICHTH(OHKAMA MAUKEHTa, H [TOATOTOBKC HAMpIARICHKE B KIIHHHKY
no HeoGxomumocTH. OH(a) Takxe 3ananmser Locator ¢opMy B OeaeT OTMETKY O
Heo6xomMMocTH aHam3a Moud B KonrpamsHoit (Control) ®opme. Omraxo

MPEIBapHTENbHOE cortacHe cyObeKTa Ha HccienoBaHHe GymeT naBaThcs MpH Ompoce
(uETepBBIO). _

Onpenenena nocnen0BaTeIbBHOCTL MPOXOXIEHHS MaleHTOM crammii. [To mMepe
MPOXOXICHHUS CTAHIMHI MALMCHT COOMpaeT 3ana/IHCHHBIC CrienHamcTaMy GopMu (C
HH). Kaxnas crasmmms aestaer orMerxy B Konrpomnoit dopme. Y3Hcer mposogmer
nansnapHoe obcnenosaHKe u Boden 3a HuM Y3H-tect. IlocneqanM B memouxe
SBNYETCA SHAOKPHHOIOr KOTOPHIIA:

¢ MPOBOMHKCT lanbllapHoe o6cnenoBaHue
® CpaBHMBACeT pe3y/lbTaTH 2-X Mansnauui u Y3U

e 3anonuser 2 ¢popmut [IpeaBapuTensHoro MeHiMHCKOro 3aKmioueHHs (Wik
[ALTHCHTA M HCCIICMOBAHMA)

Tpeasaputensioe MemuumHcKoe 3aKMOUCHHE SRILETCE OCHOBHBIM TOKYMCHTOM Ha

OCHOBaHHH KOTOPOTO PErMCTPaUMOHHAA MEICECTPa AEaeT BHBOX O HEOOXOMHMMOCTH
TOCTIHTATM3ALMH NalHeHTa. MeacececTpa BHNMMCHBACT HAITPABRNCHHE B KIIMHHKY H
nomeuaetr ero HH-naknefixoit a Takxe cneatsHoO#A nevarsio. [TaumeHr
HHGopmupyercs o aHe rocnuranu3aumy ( LIKI He oTcnexuBaer DaHHYIO
HHQOPMALIHIO) H OTyYaeT HampaRNeHHe Ha PyKH. MegcecTpa TakXe FOTOBHT
OTACNBLHBIM MaKkeT (Ha KOTOphIf HakieeHa 3rHKeTKa-HH maumenTa) misi KIHHHKH B
Koropsiit Bxomut lNocrmuranm3atmonHas dopMa (c HakneeHHo# atukerxoii-HH),
He3alonHeHHsle GopMbl GHONMCHH ¥ MaTONOrHM, 2 3THKETKH. [Jaker Bhixaercs
MaLHEeHTyY Ha PYKH TOJIbKO B CJTy4ae HeMeWleHHo# (B TeyeHuH 0-3 mHeit)
rocnuranmu3ausy. Huave maker BhIChLTAETCS C HApPOYHBIM B KJIIHHHKY.



Mencecectpa Taxxe nenaer doroxomo(n) [Ipensapuremsaoro Memmmsckoro
3axmoveHus H nocsuiaer e (omHy?) B pafOHHYIO NONHKIHHHKY.

. Oneparop DBM BBOAMT BCe 3anoHeHHBe (hOPMBl B AMCIIAHCEPHYIO CTAHIMIO (B
TedeHnH 1- 2 mueii) KonrponmsHas ¢opMa BBOAMTCA B JCHBL BH3HTA. [laHHEIE
nepenaiorca no cetn (X - 25) B HKII. ®opmu Taxxe nepenatores B LIKI. Ha
ocHosannu [Ipeasapurensioro Memummuckoro 3axmoverns K] onpenenser
[IEPHOR MOCNEMYIOIIero 06CenOBaHHS.

. K] orBercBeHeH 32 me4ars €XCHEOE/IBHONO OTYETa O JIMIIaX HANTPaR/ICHHRIX B

KMMHUKY. OT4YeT HE BIUTIOYAeT MalHEHTOB yX¢ MPOMCMIMX rocnHTamasammo. Order
OTCHUTAacTCA B K/THHHKY.

. Kimumnxa onpenesser Heo6XomMMOoCTh GHONCHH H MATOIOrACKEN0 aHAIM3O0B 9TO
¢uxcupyercs B F'ocnrrammsammorHoik @opme. ITocne BHIMACKH maimeHTa GOPME
orceutatorcs B LIKI e ssoga 8 DBM.

O6paboTka naHHLIX B HEHTPATLHOMH 1aGOpaTOPHH.

[TpoGupky ¢ aHamu3aMu nomydaloTcs naGoparopueit U peructpupylorcs. Transmittal
(Shipment) Log ®opma Moxer OHTb HCTIOB30BaHA WIS OTCICXHBAHASL IIOTYICHHS
OTTIpaR/IeHHLX MpoGHpOK. B Tewenny nenesm naGoparopns menaer KpOBH H
B TCYCHHMH MeCaHl1a - MOYH. Pe3ybTaTh aHamH30B BBOASTCE B KOMIBLIOTEP
LeHTpaTbHO#M s1a6opaTopun (MCIONB3YR Cryll. mporpammHoe olectiedenne). Pas s
HENeTI0 NaHHBIC MOChuTaloTes (Mo guckeraM) B aucnaHcep u HH cea3niBaercs ¢

pe3ylbTaTaMH aHanH30B 4Yepe3 GopMul 3a6opa MOMH M KpoBH. [{HcraHcepHas
CTaHIMA [teYaTaeT 2 OTYeTa:

A) XypHan o 3aBepmenyn aHamusos (MH, Hma u pesy:m'ra'm BCEX ananuzos).
Ortyer oTchinaeTcs SHIOKPHHONIOLY.

B) HHIMBUIYyaNBHEIR OTYET PE3YNBTaTOB AHAMH3OB (1A IMOMHK/IMHHUKH).

SHIOKpHHONOT 3anomseT ¢dopMy OxoHuarebHOro MemHIMHCKOro

3axmiouexns. Popma BBOAKTCA B QMCMAaHCEPHBI KoMmiotep. Komus orchinaerce B
MOTHKTHHHKY.

LKII muer oTKpHITKY MAUMEHTY €C/IH FOCIHMTATH3aUHA Heob6xonuma. [IucnaHcep
MpHroTasnuBaer naker (cM. myHKT 6). Ha ocHoBanm OKOHYATETBHOIO

Memummckoro 3axmoyenus LIKII onpenenser nepHoa nocnexylommero
obcrenoBanms.

Pexomenmyercs BBecTH H3MeHeHHA B pil OpPM I BHEXPEHHS
BhILIEHITOKeHHOro ruiaHa (Locator PopMa - anpec nonHKIHHHKH, KoHTponbHas



®opma - Bou'poc O HEOOXOMHCTH aHATH3A MOYH, l'ocnmmannonnu ¢opma -
Bonpoc o 6roncun wra.)

13. Cmacox 3amaq 1 ux cnenntbmzmx a TaKXe MPCUTOXCHHA 110 CTPYKTYpe 6a3
AaHHEIX (HA aHIMHIICKOM S3HIKE) PHIIATAIOTCS.



Part 4. Addendum to Minsk Trip Report August 13-19th, 1995

Herman E. Mitchell, Ph.D.
New England Research Institute

On Wednesday, August 16th, Dr. Stozharov held a meeting for all the main Belarus players in
the BELAM project. (Incidently, BELAM is the title of the project that Artur Kuvshinnikov -
used for our Chernobyl - Thyroid Cancer project in Belarus, I assume this is was agreed upon?)
This meeting was held at 12 noon and lasted approximately two hours. Artur provided a detailed
report of that meeting to Everett Mincey and I. I gathered that the meeting was held in order to

communicate Stozharov’s position with regard to our project. My notes from Artur’s recounting
are as follows;

All the project leaders were present, Dr. Voronetsky was asked to present the status of his work
on the project first. He stated he has been working with the Ministry of Internal Affairs to get a
list of all people who were relocated immediately after the accident. This list will provide a
database of the first address to which people were located, but does not include information
about subsequent moves. He stated that the list will cost money. He also stated that the Institute
of Sociology has received the interview forms and they will prov1de assistance and feedback
regarding this form by the end of September.

Dr. Minenko from dosimetry spoke next. He stated that the 5,800 reconstructed doses of the
Brest database are finished. The Moscow dosimetry group performed the same reconstruction.
The local (Minsk) group had higher doses than the Moscow dosimetrists. The Minsk group
employed an ecological model while the Moscow group took another approach. These
discrepancies are to be discussed during a September meeting of the American, Minsk and
Moscow dosimetry groups. Artur and Minenko then discussed the Oak Ridge compatible
machine that Arthur and I had discussed with Computerland the day before. Further discussions
of this configuration are to take place the week following this meeting. [Ed Note: - Computeriand
appears to be able to provide everything they need for that system.]

Artur Kuvshinnikov reported to the group next. He stated that the leased telephone connection
(called an ‘X.25 line’) between the Data Coordinating Center (DCC) at the Institute of Radiation
Medicine and the Dispensary will be delayed until needed. [Ed note:- This was an agreement that
Artur and I came to after exploring the complications of the $5,000+ installation charge, and the
$80-$90 monthly rental fee, which has not been worked out. Right now there is no one at the
dispensary to use this line, and it should not be installed until it is needed. The line is not critical
to the startup of the project and could be delayed until the data volume picks up.] Artur also told
the group that the he has a workstation in the DCC that is ready for the Minsk Dosimetry group
and can be installed in their offices as soon as they are ready for it. [Ed note: - this is a standard
PC workstation which is already in Minsk and in addition to the larger system currently being
configured for dosimetry Monte Carlo simulation mentioned above.] Artur also stated that the
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LAN (local area network) is up and running at the DCC.

Dr. Rzheutsky spoke next regarding the state of the Dispensary activities. He reported that the
study office at the Dispensary is ready. The refrigerators are installed. Yet, they have no money
to hire people to begin the project. No money for the study registrar, new physicians, clerical

personnel, etc. Without money to invite people to join the project at the Dispensary nothing can
begin.

Artur then stated that Dr. Danileva will be the chief of the clinical component of the pm]ect. She
was given the Manual of Operations and drafts of the forms.

Dr. Stozharov spoke next. He stated that money was a very difficuit issue. The Institute has no
money for the project and he has no idea how people can be supported to work on this project
this next year. Some people who are currently working on the project are getting money from
other sources (such as Artur and his programmer, Nadya). Next year they will not be able to do
this. The Institute must have money for this specific project. He stated that he has money for
Artur and Nadya on another project next year and that they will have to be moved to that project
if money is not forthcoming. He stated that the project will be stopped at the end of this year
unless money is found to support the study personnel. Dr. Stozharov then produced a timeline
for the BELAM project based upon Dr. Beebe’s work two months ago.

Dr. Stozharov stated that he wanted all forms ready and translated into Russian by September
1st, 1995. (Just two weeks from the date of this meeting.) Artur pointed out that no one has
been assigned to do the Russian translation of these forms. Stozharov said that the person who
worked on, or is responsible for, each specific form should be responsible for translating that
form. Dr. Stozharov wants a pilot run-through of the study to begin in September. He wants all
the data collection forms employed in the pilot and a complete run-through of the patient process
(blood draws, ultrasonography, urine collection, lab work, etc.). Artur pointed out that a number
of study components necessary for a thorough pilot are still in process. These components
include selection of the cohort, patient lists, labels for forms, specimens, etc. Ari::- - owmited
out that study personnel have not undergone certification processes and that real patients should

not be employed for this pilot. Stozharov restated that the forms have to be completed and the
pilot conducted in September.

This was end of Artur’s description of the meeting

(Ed note: - It was my impression that Dr. Stozharov wanted to create a flurry of activity in the
project so that when he put the brakes on at the end of this year people would notice that it had
stopped. At the very slow pace that some components of the project have been moving, 11: is not
clear that anyone would notice if the project was brought to a hait.]



